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c DEPARTMENT OF HEALTH& HUMAIN SERVICES Public Health Sewice

B

\ Food and Drug Administration

OclIolw?’ Washington, DC 20204

Mr. Ian Hicks
President
Bio-Sphere Technology
Research and Development Office
17991 Fitch
Irvine, California 92614
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Dear Mr. Hicks:

This is in response to your letter of January 22, 1997 to the Food and Drug
Administration (FDA) pursuant to section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the act). Your submission states that Bio-Sphere Technology is making
the following claims, among others, for “CHOL-LESS-TEROL:”

Lowers Cholesterol
Reduce serum LDL cholesterol levels
The National Institute of Health states that for those with high blood cholesterol,
lowering your cholesterol level can reduce your risk of a heart attack:

Section 403(r)(6) of the act makes clear that a statement included in labeling under the
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a
specific disease or class of diseases. The statements that you are making for this product
suggest that it is intended to treat or prevent diseases, namely, hypercholesterolernia and
heart disease. These claims do not meet the requirements of section 403(r)(~5) of the act.
These claims suggest that this product is intended for use as a drug within the meaning of
section 201 (g)(l)(B) of the act, and that it is subject to regulation under the (drug
provisions of the act. If you intend to make claims of this nature, you should contact

, FDA’s Center for Drug Evaluation and Research (CDER), OffIce of Compliance, HFD-
310,7520 Standish Place, Rockville, Ma@md 20855.

Please contact us if we may be of fiuther assistance.

Sincerely yours,

James T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
Office of Spelcial Nutritional
Center for Food Safety

and Applieci Nutrition
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January 22, 1997

James Tanner, Ph.D.
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Acting Director
Division of Programs and Enforcement Policy
Department of Health& Human Services (HFS-456)
Food and Drug Administration
200 C Street Southwest
Washington, DC 20204

Dear Dr. Tanner,

Thank you for your letter of January 9, 1997 again. We are submitting this latest
modification of our proposed cholesterol statement in lieu of our proposed statement
regarding LDL-Lite suggested to you in my letter of January 17, 1997 to you.

Your assistance in this matter is apprecii~ted.

Yours sincerely,

} President

enc.: Submit copy of Cho Less terol label corrected 1/22/97 to FDA

cc: Center for Drug Evaluation and research
Office of Compliance
HFD-310
7520 Standish Place
Rockville, Maryland 20855

Research and Development Otice: 17991 Fitch . Irvine 9 CA 92614. Tel: (714) 2528’191 ● Fax: (714) 2529379
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PERSHING PRODUCTS

James Tanner, Ph.D.
Acting Director,
Division of Programs and Enforcement Policy
Department of Health& Human Services (HFS-456
Food and Drug Administration
200 C Street SW
Washington DC 20204

17 Jan. 1997
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Dear Dr. Tanner

Thank you for your letter of January 9, 1997 concerning our statement regarding LDL-Lite. The product
will actually be marketed with a booklet of recommended dietary management. We would therefore ask
that if this fact is highlighted more prominently, along with the removal of the heart symbol, would the
labeling then be acceptable according to the relevant section of the act.

We propose the change ‘to the following:

“In injunction with proper dieta~ management, you may reduce your cholesterol up to 15% in 4
weeks.”

Please be advised that we are going to change the name of the company - actually do away with
Pershing Products and revert to operating under the name of BioSphere technology, which is the
parent company.

Yours sincerely,

f 4J

. J

&/

Ian Hicks
President

Research and Development Office: 17991 Fitch c [wine ● CA 92614 ● Tel: (714) 2528191 ● Fax: (714) 2529379


